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As a preliminary matter, Applicant thanks and appreciates the courtesy shown by Patent 
Examiner Ford and Supervisory Patent Examiner Smith in granting Applicant's undersigned 
representative, Greg S. Hollrigel, Ph.D., a telephonic interview on March 12, 2003 to discuss the 
January 13, 2003 OjfBce Action and the cited reference. A summary of the interview is presented 
herein- AppHcant understands that the Examiner will consider the remarks made during the 
interview and the remarics presented herein in connection with the continued examination of this 
application. 

Summary of Interview on March 12. 2003 

On March 12, 2003, Applicant's undersigned representative, Greg S. HoUrigel, conducted an 
interview with Patent Examiner Ford and Supervisory Patent Examiner Smith to discuss the 
January 13, 2003 Office Action and the cited reference (U.S. Patent No. 5,562,907 to Amon; the 
'907 patent). 

As discussed, claims 1-9 and 17-29 are currently pending. 

In the January 13, 2003 Office Action, claims 5, 21, and 29 have been objected to, in particular, 
claims 5, 21, and 29 have been rejected as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent from including all of the limitations of the base 
claim and any intervening claim. As the undersigned mentioned, claim 29 is an independent 
claim for a composition comprising a combination of botulinum neurotoxin A and botulinum 
neurotoxin E. Because claim 29 is already independent, claim 29 should be allowable in view of 
the remarks made in the January 13, 2003 Office Action, 

The Office Action also indicates that claims 1-4, 6-9, 17-20, and 22-28 continue to be rejected 
under 35 U.S.C. § 102(e) as allegedly anticipated by Amon (U.S. Patent No. 5,562,907). In 
maintaining the rejection, the Office Action relies on page 19 of the priority document for the 
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'907 patent (i.e., U.S. Application No. 08/062,110; the '110 ^plication) for support of disclosure 
of a composition including a combination of two or more neurotoxins, and methods of using 
such compositions. 

As the undersigned discussed with the Examiners, the main outstanding issue is whether the '907 
patent is entitled to the filing date of the '110 application with respect to a composition 
containing a combination of bomlinum toxins and methods of usmg such a composition. 
Examiner Ford agreed that this is the main outstanding issue. 

Upon the undersigned's request. Examiner Ford indicated that support in the '1 10 apphcation for 
a composition containing a combination of botulinum toxins is provided at page 19, lines 12-17 
of the '110 application. The relevant passage from the '110 application, as identified by 
Examiner Ford, is set forth below: 

The purified immunoglobulin was derived firan pooled adult human plasma fi-om 
persons immunized with pentavalent (ABCDE) botulinum toxoid, who were 
selected for their high titers of neutrahzing antibody against botulinum neurotoxin 
types A, B, C, D, and E. 

As the undersigned discussed with the Examiners, a botulinum toxoid is not a botulinum toxin, 
let alone a combination of botulinum toxins. A toxoid is an inactive derivative of a toxin. 
Typically, the activity of the toxin is destroyed by exposing the active toxins to chemicals, such 
as formaldehyde-type products. 

In addition, the undersigned mentioned that in the *110 applicationj Amon specifically and 
consistently discloses the use of a single botulinum toxin, and not a composition containing a 
combination of botulinum toxins. In particular, Amon discloses the use of an antitoxin and a 
single botulinum toxin to provide therapeutic effects. For example, repeated reference to a single 
botulinum toxin may be found in the '110 application at least at page 1, lines 11-12 ("botulinum 
toxin"); page 15, lines 20-21 ("a toxin, such as a neurotoxin"), lines 26-27 ("the toxin"); page 16, 
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line 17 ("patients treated with a toxin"), lines 33-34 ("any toxin"); page 17, line 7 ("botulinum 
toxin"); page 20, line 5 ("the treatment dose of botulinum toxin"); and elsewhere therein. 

The disclosure of combinations of botulinum toxins that is present in the '907 patent is not 
present in the 410 application. For example, at column 11, line 50, the phrase "toxin(s)" was 
added to replace the previous use of the word "toxin" in the '110 application. In addition, the 
entire section from column 13, line 60 (starting with "Use of Combinations of Botulinum and 
Tetanus Toxins Together with Their Corresponding Antitoxins") to column 18, line 33 of the 
'907 patent is not present in the '1 10 application. 

In addition, the undersigned discussed with the Examiners that if claims (i.e., claims 5, 21, and 
29) directed to a composition containing botulinum toxin type A and botulinum toxin type and 
methods of using that composition were patentable over Amon, it would appear that based on the 
disclosure of the '110 application, that claims for a composition comprising any combination of 
botulinum toxins (such as, A and B, A and C, A and D, B and C^ etc.) should also be patentable 
over Amon. Examiner Ford indicated that it would appear that the reasoning to support the 
patentability of claims 5, 21, and 29 should similarly apply to the other combinations of 
botulinum toxins recited in the other claims, but that further consideration would be needed 
before a decision is made. 

Examiner Ford indicated that she would take into consideration the remaiks made during the 
interview, and in this response to the January 13, 2003 Office Action in conducting further 
examination of this application. 

Item 3 of the OfScc Action-Rejections Withdrawn 

Applicant acknowledges that AppHcant's previous response was sufficient to overcome the 
rejection of claims 1-9 and 17-29 under 35 U.S.C. § 102(e)/l03 overBorodic. 
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Itigms 4-5 of the Office Action-Reiection Under 35 U.S-C S 102 

The rejection of claims 1-4, 6-9, 17-20, and 22-28 under 35 U.S.C § 102(e) as allegedly being 
anticipated by Amon (U,S, Patent No. 5,562,907; the '907 patent) has been maintained. 

Applicant respectfully traverses the rejection. As stated in Applicant's previous response, the 
'907 patent was filed on June 6, 1994 as a continuation-in-part of U.S. Application No. 
08/062,110, which was filed on May 14, 1993. Applicant maintains that the '907 patent is not 
entitled to the May 14, 1993 priority date with respect to a composition or methods comprising a 
combination of botulinum toxins. 

The effective filing date of the instant application is June 10, 1993. Accordingly, the instant 
application predates the disclosure of combinations of botulinum toxins disclosed in the '907 
patent, and thus, the '907 patent is not prior art to the presently claimed invention. 

As indicated above and discussed with the Examiners in the above-referenced interview, the '1 10 
application discloses the use of a single type of botulinum toxin and an antitoxin for medical 
purposes. The '110 application does not disclose combinations of botulinum toxins. In addition, 
as indicated above, the '110 application's di$closure of using the botulinimi toxoid to generate 
antibodies is not a disclosure of a composition containing a combination of botulinum toxins. 

As discussed in Applicant's specification, a botulinum toxin is "a toxin that binds to presynaptic 
cholinergic nerve terminals and inhibits the exocytosis of acetylcholine" (page 1, lines 26-28). 
Bomlinam toxoid, as identified in the '110 application^ has been chemicallv inactivated and 
therefore, the toxoid cannot bind to presynaptic cholinergic nerve terminals and inhibit the 
exocytosis of acetylcholine. As evidence that it is well understood by persons of ordinary skill in 
the art diat a toxoid is not a toxin. Applicant encloses herewith, as Exhibit A, the definition of 
"toxoid" as stated in The Concise Oxford Dictionary, Tenth Ediiion. As indicated therein, a 
toxoid is "a chemically modified toxin firom a pathogenic micro-organism, which is no longer 
toxic but is still antigenic and can be used as a vaccine (emphasis added)." Based on the 
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foregoing. Applicant submits that botulinum toxoid is not botulinum toxin, and accordingly, the 
'110 application fails to disclose or even suggest a composition comprising a combination of 
boiuluium toxins or methods of using such a composition, as recited in the pending claims. 

In addition, the Office Action states that claims reciting a combination of botulinum neurotoxin 
type A and botulinum neurotoxin type E are free from the prior art (including the '907 patent). 
As indicated above, based on the disclosure in the 410 application, if claims reciting a 
combination of botulinum toxin type A and bottdinum toxin type E are free from the prior art, 
claims directed to combinations of botulinum toxin types A and B, A and C, A and D, B and C, 
etc. should also be free from the prior art, including the '907 patent Thus, Applicant submits 
that all of the pending claims, that is claims 1-9 and 17-29, are free'fiom the prior art. 

In view of the above, Applicant submits that the ^907 patent is not prior art to the claimed 
invention, and that claims M, 6-9, 17-20, and 22-28 are not anticipated by, are unobvious from, 
and are patentable over the '907 patent under 35 U.S.C. §§ 102 and 103, 

Item 6 of the Office Action-Status of the Claims 

As indicated above, the Office Action states that claims 5, 21, and 29 appear to be free from the 
prior art, but that these claims are objected to as being dependent upon a rejected base claim. 
Applicant respectfully submits that claim 29 is not dependent upon a rejected base claim, and 
therefore, claim 29 should have been indicated to be allowable. In addition. Applicant submits 
that in view of the foregoing remarks, all of the pending claims, that is claims 1-7 and 17-29 are 
free from the prior art, and thus, all of the claims should be allowable. 
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If a telephone interview would be of assistance in advancing prosecution of the subject 
application, Applicant's imdeisigned representative invites the Examiner to telephone him at the 
number provided below. 



Date: 



Respectfully submitted, 
/ / Gree S. BTollrieel ^ 



Greg S. riblWgel 
Registraiion No. 45,374 
Stoat, Uxa. Buyan & MuUins, LLP 
4 Venture, Suite 300 
Irvine, California 9261 8 
Telephone: 949-450-1750 
Facsimile: 949-450-1764 
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